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DETAILED ACTION 

Claims 8, 14, 15, 22, 33, 34, 37 and 38 are pending in the application. 
This Office Action is in response to the Amendment filed on 8/15/05. 

Continued Examination Under 37 CFR LI 14 
A request for continued examination under 37 CFR 1.114 was filed in this application 
after appeal to the Board of Patent Appeals and Interferences, but prior to a decision on the 
appeal. Since this application is eligible for continued examination under 37 CFR 1.114 and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the appeal has been withdrawn pursuant to 
37 CFR 1.114 and prosecution in this application has been reopened pursuant to 37 CFR 1.114. 
Applicant's submission filed on 8/15/05 has been entered. 

Response to Amendment 
The rejection of claim 14, 22, 34 and 38 under 35 U.S.C. 112 2 nd paragraph has been 
withdrawn in light of Applicant's amendment of the claims. 

The rejection of claims 8, 14, 15, 22, 33, 34, 37 and 38 under 35 U.S.C. 1 12 1 st paragraph 
is maintained for reasons set forth of the record mailed on .1 1/2/04 and further discussed below. 

Response to Arguments 
Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 8, 14, 15, 22, 33, 34, 37 and 38 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

In response to this rejection, Applicants argue that the present invention is not related to 
any specific phenotype, but relates to a method of making a transgenic mouse and transgenic 
mouse having specific recited mutations in the mouse parkin2 gene. Applicants assert that the 
recited mutations are in a gene from the same species as the host, thus there is a reasonable 
predictable outcome from the genetic disruption of the gene, a less active or inactive mouse 
parkin2 protein is expressed. Applicants assert that the specification teaches specific mutations 
of parkin2 as listed in table 1 and 2, and making a mouse with abnormal parkin2 by homologous 
recombination is well known in the art, which does not constitute undue experimentation. 
Applicants further argue that a transgenic mouse having mutant parkin2 has already been made 
and the mouse showed abnormalities. Applicants thus conclude that a skill artisan will view the 
data as reasonable predictive of the asserted utility of the mouse. Applicants thus conclude that 
the claims are enabled by the instant specification. 

The above arguments have been fully considered but deemed unpersuasive. For the 
enablement of the claimed invention, the specification has to teach not only how to make, but 
also how to use the claimed invention. The phenotype of the claimed mouse is critical or 
essential to the practice of the invention, however, they are not included in the claim(s), thus the 
claims are not enabled by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 
(CCPA 1976). Without a phenotype, the claimed mouse cannot be used as an animal model for 
neurodegenerative diseases as taught by. the instant specification. The listed mutation are 
mutations in human parkin2 that results in less active protein, it is unpredictable whether such 
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mutation would result in same loss of function for the mouse parkin2. Further, it is unpredictable 
what each of these mutations would result in any phenotype such that the mouse can be used as a 
model for neurodegenerative disease. The parkin2 knockout mouse having a deletion in Exon 3 
disclosed in the Declaration exhibits phenotypes that do not resemble symptoms of any 
neurodegenerative disease. Since the dopamine neurons appear to be normal in the homozygous 
parkin2 knockout mouse (see exhibit 3), it certainly cannot serve as an animal model for 
Parkinson's disease. The statement "the claimed parkin2 mouse is useful in investigating the 
role of parkin2 gene disruption on various types of animal behavior" is an invitation for further 
research on the role of parkin2 which Applicants apparently do not know. As such, without 
teaching from the specification, one skilled in the art would have to engage in undue 
experimentation to use the claimed invention. Since the claimed mouse is not enabled, the 
method of making said mouse is also not enabled. Therefore, this rejection is maintained. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777, 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Celine X Qian Ph.D. 
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